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DETAILED ACTION 



The Examiner acknowledges the receipt of Applicant's response to the restriction 
requirement filed on 1/12/2006. Applicant elected with traverse the invention of Group I 
claims 1-27. Applicant agreed that the claims of Group I are patentably distinct from the 
claims of Groups ll-XI and traversed on the grounds that the method claims employ the 
, nutrient composition of the Group I claims and it would not represent a burden of search 
on the Examiner because the searches substantially overlap. The Examiner respectfully 
disagrees with this view as the methods are drawn to different patient populations with 
different pathologies. The Examiner maintains that a search, for example, for a method 
of augmenting a therapeutic treatment of radiation poisoning would not overlap with a 
method of augmenting a therapeutic treatment of heart disease and thus become a 
burden of search on the Examiner and the restriction is made final. Withdrawn method 
claims that depend from or otherwise include all the limitations of patentable 
product/composition claims, i.e., commensurate in scope with an allowed 
product/composition claims, will be rejoined. 

Accordingly, claims 1-27 are presented for examination on the merits. 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1,4-6 and 8-11 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Gorsek (US 6,103,756). 

Instant claim 1 is drawn to a nutrient composition for augmenting immune 
strength or physiological detoxification comprising an optimal combination of a 
substantially pure and an effective amount of at least one vitamin antioxidant, at least 
one mineral antioxidant and a highly saturable amount of at least three high potency 
antioxidants. 

By substantially pure, Applicants means: 

[088] The nutrients of the invention and optimal combinations in the compositions of the 
invention can have a purity level greater than about 90%, preferably greater than about 95% and 
more preferably greater than about 98%. Purity levels greater than about 98% percent can also 
have a purity of about 99% or greater as determined, for example, by total weight of the nutrient 
composition. These higher purity levels can be obtained by, for example, methods well known 
in the art. Additionally, purity levels greater than about 98% and particularly greater than about 
99% by total weight can be obtained by omitting fillers, binders or lubricants such as stearates or- 
palmitates. Additionally, other substances which are known in the art to inhibit, or known to 
possibly inhibit, the absorption, bioavailability or tolerance of compounds in individuals also can 
be excluded from the formulations to achieve greater than about 98-99% purity without 
compromising the activity of the nutrient compositions of the invention. However, it should be 

(Instant specification, page 27, [088]). 
By highly saturable, Applicant means: 
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[027] As used herein, the term "highly saturable amount" when used in reference to a high 
potency antioxidant is intended to mean an amount of high potency antioxidant that maintains an 
excess of reduction potential during the course of treatment. Highly saturable amounts are in 
excess of the RDA, preferably in about 10- fold excess of the RDA and more preferably in about 
20-fold excess of the RDA. Specific examples of highly saturable amounts for the high potency 

(Instant specification, page 9, [027]). 

Gorsek discloses a formulation comprising: 100-6000 mg vitamin C; 100-2000 IU 
of vitamin E; 100-20000 IU vitamin A; 50-600 meg selenium; and 4 high potency 
antioxidants: 50-1000 mg alpha lipoic acid; 10-1000 mg quercetin; 10-1000 mg rutin; 
and 10-1000 mg of citrus bioflavonoids (Column 1, lines 56-65 and claim 3). Since there 
are no fillers, binders or lubricants, then the Examiner interprets this composition to be 
substantially pure and read upon instant claims 1, 4-6 and 8-11. 

With respect to the art rejection above, it is noted that the reference does not 
teach that the composition can be used in the manner instantly claimed, (for 
augmenting immune strength or physiological detoxification) however, the intended use 
of the claimed composition does not patentably distinguish the composition, per se, 
since such undisclosed use is inherent in the reference composition. In order to be 
limiting, the intended use must create a structural difference between the claimed 
composition and the prior art composition. In the instant case, the intended use does 
not create a structural difference, thus the intended use is not limiting. 
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Claim Rejections - 35 USC § 103 

Claims 1-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kosbab (US 2001/0031744). 

Kosbab teaches therapeutic compositions and provides an exemplary 
formulation dosage comprising at least one vitamin antioxidant, at least one mineral 
antioxidant and at least three high potency antioxidants: 1000 mg vitamin C; 714 mg 
vitamin E; 4.88 mg vitamin B6; 5000 IU vitamin A; 30 mg zinc; 20 mg alpha lipoic acid; 
200 mg N-acetyl-cysteine; 50 mg acetyl L-carnitine (Page 21 , Table 4). Kosbab 
teaches preferred dosage ranges for exemplary formula components: 10-5000 mg 
vitamin C; 5-800 mg vitamin E; 0.001-200 mg vitamin B6; 1000-25000 IU vitamin A; 1- 
2000 mg quercitin (bioflavonoids); 10-3000 mg zinc; 0.001-50 mg selenium; 5-1000 mg 
alpha lipoic acid; 5-3000 mg N-acetyl-cysteine; and 10-3000 mg acetyl L-carnitine 
(Page 21, Table 3). Kosbab does not add fillers, binders or lubricants so the 
composition is substantially pure. The weight range of high potency antioxidants that 
can be in the composition of Kosbab encompasses the amount as disclosed in the 
instant specification in Figure 1: 
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Three colored capsul 



es contain: 



Alpha Lipoic Acid 
Acetyl L-Camitine 
N-Acetyl Cysteine 



200 mg 
500 mg 
600 mg 



Figure 1 



1 . Kosbab does not expressly disclose a nutrient composition comprising highly 
saturable amounts of at least three high potency antioxidants. 

2. Kosbab does not expressly disclose a nutrient composition with at least three 
vitamin antioxidants, at least two mineral antioxidants and at least 3 high potency 
antioxidants. 

3. Kosbab does not expressly disclose a nutrient composition for augmenting 
immune strength or physiological detoxification comprising an optimal combination of a 
substantially pure and an effective amount of vitamin C, bioflavonoid complex, vitamin 
E, zinc, selenium, alpha lipoic acid, acetyl L-carnitine and N-acetyl-cysteine. 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to modify the composition of Kosbab to produce the instant 
invention. 

One of ordinary skill in the art would have been motivated to do this because 
Kosbab provides the preferred dosage ranges of formula components such that one of 
ordinary skill in the art could reduce to practice the instant invention by: 1) adding highly 
saturable amounts of at least 3 high potency antioxidants; 2) adding selenium as 
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another mineral antioxidant and produce a formula comprising 3) vitamin C, bioflavonoid 
complex, vitamin E, zinc, selenium, alpha lipoic acid, acetyl L-carnitine and N-acetyl- 
cysteine. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the claimed invention, as a whole, would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made, because 
every element of the invention and the claimed invention as a whole have been fairly 
disclosed or suggested by the combined teachings of the cited references. 

With respect to the art rejection above, it is noted that the reference does not 
teach that the composition can be used in the manner instantly claimed, (for 
augmenting immune strength or physiological detoxification) however, the intended use 
of the claimed composition does not patentably distinguish the composition, per se, 
since such undisclosed use is inherent in the reference composition. In order to be 
limiting, the intended use must create a structural difference between the claimed 
composition and the prior art composition. In the instant case, the intended use does 
not create a structural difference, thus the intended use is not limiting. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Gorsek (US 6,103,756) in view of Ames et al. (US 5,916,912) and Kosbab (US 

2001/0031744). 

The references of Gorsek and Kosbab are discussed above and that discussion 
is hereby incorporated by reference. 

1 . Gorsek does not expressly disclose a nutrient composition comprising acetyl 
L-carnitine. Gorsek teaches a serving size contained in 6 capsules that comprising: 150 
mg alpha lipoic acid; 200 mg N-acetyl-cysteine; 10 mg glutathione; 1.5 g vitamin C; 500 
IU vitamin E; 17,500 IU vitamin A; 800 meg folic acid; 50 mg vitamin B6; 25 mg zinc; 
200 meg selenium and 450 mg of bioflavonoids from 3 sources. Gorsek teaches a 
nutrient composition with at least three vitamin antioxidants, at least two mineral 
antioxidants and at least 3 high potency antioxidants. Gorsek teaches that one skilled in 
the art can easily modify or change the formulation within the specific description to 
provide a unique product (Column 2, lines 25-27). The Examiner interprets this to mean 
that one of ordinary skill in the art can add or subtract to the amount of each ingredient. 

2. Gorsek does not expressly disclose a nutrient composition for augmenting 
immune strength or physiological detoxification comprising an optimal combination of a 
substantially pure and an effective amount of vitamin C, bioflavonoid complex, vitamin 
E, zinc, selenium, alpha lipoic acid, acetyl L-carnitine and N-acetyl-cysteine. The 
reference of Gorsek is lacking acetyl L-carnitine. 
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Ames et al. teaches a formulation comprising at least one antioxidant (250 mg of: 
glutathione, N-acetyl cysteine and lipoic acid) and 250 mg of acetyl L-carnitine (Claims 
1, 6, 8 and 10, for example). Ames et al. disclose the beneficial effect of administering 
the combination on restoring mitochondrial function in older animals (Column 1, lines 
40-47). 

Kosbab teaches the amount of antioxidants to use in the composition (Page 21 , 
Table 3). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to modify the composition of Gorsek with a highly saturable 
amount of acetyl L-carnitine, as suggested by Ames et al. and Kosbab, for the purpose 
of reversing the indicia of aging, as taught by Ames et al., and produce the instant 
invention. 

One of ordinary skill in the art would have been motivated to do this because 
restoration of youth is a desirable health benefit as well as an excellent marketing 
feature to the composition. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the claimed invention, as a whole, would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made, because 
every element of the invention and the claimed invention as a whole have been fairly 
disclosed or suggested by the combined teachings of the cited references. 
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With respect to the art rejection above, it is noted that the reference does not 
teach that the composition can be used in the manner instantly claimed, (for 
augmenting immune strength or physiological detoxification) however, the intended use 
of the claimed composition does not patentably distinguish the composition, per se, 
since such undisclosed use is inherent in the reference composition. In order to be 
limiting, the intended use must create a structural difference between the claimed 
composition and the prior art composition. In the instant case, the intended use does 
not create a structural difference, thus the intended use is not limiting. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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